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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Claim Rejections - 35 USC §102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 1 22(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

2. Claims 1, 2, 5, 6, 8, 9, 12, 13, 14, and 17 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Proffitt et al., (US 2005/0106748). 

3. For claims 1, 8, and 13 Proffitt et al., teach a method of using a protein assay indicator 
wherein the indicator has an identical structure and substituent groups as that of the instant 
claims. Specifically, Proffitt teaches XI and X2 as halogens, X3 as a hydrogen, X4 as a 
hydroxyl group, and X5 as a salt of a carboxyl group (paragraph 0040, structure B. 

4. For claims 2, 9 and 14 Proffitt et al., teach XI and X2 as bromine, and X3 being a 
hydrogen (paragraph 0040, structure B). 

5. For claims 5,12, and 17, Proffitt et al., teach utilizing dyes identical to those of the 
instant application, namely eosin B, eosin Y, rose bengal, and phloxine B (paragraph 0038), 
which would exhibit identical properties as stated in the instant claims. 

6. For claim 6, Proffitt et al, teach albumin as the protein to be measured (paragraphs 0092, 
0097). 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

9. Claims 3, 10, and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Proffitt et al, (US 2005/0106748). 

10. With regards to claims 3, 10, and 15, Proffitt et al., teach a method of assaying proteins 
using the compound of the instant claims wherein XI and X2 are Bromine or Iodine (paragraphs 
0040, 0041, structures B and C). Proffitt et al., do not explicitly teach X3 as chlorine. However, 
Proffitt et al, do recite utilizing halogenated alkyl substituent groups to increase solubility of an 
organic compound in aqueous solutions (paragraph 0036). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the method of Proffitt et al, 
to include halogenated alkyl groups in order to increase solubility of the assay indicator in 
aqueous solutions. In addition, the MPEP recites that when substituting one element for another 
known in the field, the combination must do more than yield a predictable result. Therefore, it 
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would have been obvious to utilize any halogen such as chlorine as substitution requires only 
routine skill in the art. 

11. Claims 4, 1 1, and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Proffitt et al., (US 2005/0106748) in view of Sujeeth (US 5,772,696). 

12. With regards to claims 4, 1 1, and 16, Proffitt et al., do not explicitly teach the assay 
indicator wherein sodium is bound to the hydro xyl and carboxyl groups. 

Sujeeth teaches a process for purification of water soluble dyes utilizing an organic 
molecule of identical structure (eosin Y) as that of the instant claims wherein sodium is bound to 
the hydroxyl and carboxyl groups (column 5 lines 30-45). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the method of Proffitt et al, 
in view of Sujeeth et al, to bind sodium to make a salt in order to increase the water solubility of 
the compound and measure albumin in normal human ranges of 10-20mg/dl respectively. 

13. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Proffitt et al., (US 
2002/0106748) in view of Lau (EP 0,361,244). 

14. With regards to claim 7, Proffitt et al., do not teach measuring an albumin concentration 
between 10 and 20 mg/dL. 

Lau teaches a method of assaying urinary albumin wherein the normal concentration of 
urinary albumin is between 10 and 20mg/dL. It would have been obvious to one of ordinary skill 
in the art at the time the invention was made to modify Proffitt et al., in view of Lau in order to 
determine renal abnormalities due to increased or decreased urinary protein levels. 

15. Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Proffitt 
et al, (US 2005/0106748) in view of Bullard et al., (US 3,963,442). 
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16. With regards to claim 18, Proffitt et al., do not teach a sensitizer for coloration sensitivity 
within the test piece. 

Bullard et al, teach a colorimetric indicator wherein colorimetric indicators sensitive to 
pH are placed in the test sheet (column 8 lines 47-49, table II). It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the test strip of 
Proffitt et al, with the sensitizer of Bullard et al., in order to provide colorimetric means of 
verifying pH of the solution. 

17. With regards to claim 19, Bullard et al., teach polyethylene glycol as a colorimetric 
sensitizer. It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the test strip of Proffitt ct al., with the polyethylene glycol sensitizer of 
Bullard et al, in order to provide a water soluble sensitizer. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dwan A. Gerido, Ph.D. whose telephone number is (571)270- 
3714. The examiner can normally be reached on Monday - Friday, 9:00 -6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Lyle A Alexander/ 

Primary Examiner, Art Unit 1797 
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